
Mhsk Trip Repo~ August 13-19th, 1995

L/ Herman E. Mitchell, PhD.
New England Research Institute

This report describes the activities of our trip to Minsk, Belarus during August 13th through
August 19tlL 1995. The purpose of this trip was to work closely with Artur Kuvshinnikov on the ,
design and development of the data management system in support of the BELAM Chernobyl
Thyroid Project. The American group was led by Dr. Herman Mitchell, an epidemiologist fkom
the New England Research Institute (NERI) in Boston and two of his coll~, Foss T@, a
computer specialist with training in public health and Director of Systems Development at NERI;
and Alon Bodnyz a native Russian-speaking programmer/analyst with considerable experience
in the implementation of large scale epidemiologic investigations. To their credi~ both Foss and
Alon had read and virtually memorized the Manual of Operations for the project When we
began our meetings we were able to begin work immediately with no time lost bringing these
tWO Up to speed.

Parts 2 and 3 of the trip report were written before the group left Minsk and copies were left with
Artur Kuvshinnikov and Michael Orloff. Drs. Michael Orloff and Everett Mincey sat in on a
large portion of our meetings and provided considerable assistance in intmpmting some of the
clinical and laboratory procedural issues. They bore with us as we plowed through every step of
the Manual of Operations and every question of the study forms.

We took two dtierent approaches to ensuring that all data system issues were covered. F-we
went through the Manual of Operations page-by-page, identi~g and then defining the data
management tasks associated with each section of the MOP. Secondly, we went through the
entire data flow and patient flow to assure that each step of the process had a clearly defined task
specification and that it was documented properly in the MOP. As a result of these approaches
we were able to identi~ areas a few areas of the protocol which were inconsistent with the needs
of the &ta management system or not defined well enough to unambiguously operationalize.
Part I of this trip report focuses on the study forms and manual of operations, especially with
regard to potential problems with the &ta management system. Part 2 of the trip report is a
detailed accounting of all the tasks required for the study data management system. This task list
includes detailed specifications regarding each programming task the system design
implications, linkages to other parts of the data and study management system and even details
as to when the programs and study management repo@ should be run. Part 3 of this trip is a
Russian overview of the data system recommendations and is a companion to the Part 2 task list.
We also worked with i4.rtur on a overall data and patient flow diagram which schematically
presents all the steps of the project. @ was putting this diagram onto the computer system in
Minsk when we lefl and we expect to receive a copy this week.

Finally, a fourth part of this report is an addendum describing a meeting that was held for the
Belorussians with Dr. Stozharov regarding the BELAM project.
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It should be noted that programming for the BELAM project will soon begin in earnest and all
project personnel (American and Belorussian) should realize that changes to the MOP may weU
have dramatic impact on the progmmming work database design and the overail logic of the data .~
flow. Suggested MOP changes should be reviewed by Artur Kuvshinnikov to gauge the impact
of these changes on the data system design and/or work already completed.

This meeting seemed to this author to be a very productive meeting regarding the data system
and study procedures. While I had anticipated that having a Russian speaking programmer along
would facilitate the process, I had no idea how very helpful it would be. In prior meetings, held
during previous trips, a great deal of time was lost trying to transiate complex technical concepts
through the Radiation Institute interpreters. Concepts liJce ‘setting field flags’ and ‘quality
control edits and verification reports’ were long and drawn out confbsing conversations. Mr.
Bodnya who developed his programming and system design skills in Russian was extraordinwily
adept at explaining and translating the most complex technical design and programming issues.
This meeting moved f-r and accomplished more than I had ever hoped. Artur paid our group
the best compliment when he summed up at the end of the week by saying that he appreciated the
opportunity to work with this group ‘who knew his job even better than he did.’

Having a strong working group in Minsk (with Foss and Alon) retiorced and clarified one more
issue for me, that being that Artur is a very knowledgeable and capable person to setup and run
the Data Coordinating Center activities. He knows the detail of every aspect of the study very
well - probably better than anyone in Minsk and he thoroughly understands the most complex
issues regardiig the study implementation and data collection procedures. Ag@ having Alon
Bodnya and Foss Tighe along allowed us to work at a very high level of sophistication and Artur
never missed a beat



Minsk Trip Report
August 13-1% 1995
Herman E. Mitchell, Ph.D., Foss Tighe, Alon Bodnya

Part 1. Considerations for Forms and Manual Of Operations

This part of the of the Minsk trip report focuses on those issues that were raised during the design
of the data management system which have implications for forms design and the details of the
manual of operations

1. Raion Appointment Reminder Lists

Arturhas suggested that communications between the Raions and DCC would be much
improved if Modems were made available to the Raions. The Raions currently have
computer systems and a relatively inexpensive 9600 Baud modem at each Raion would
be permit rapid updates to reminder lists and address changes. Approximately 12-15
modems would be needed to supply all the Raions.

2. Subject ID Labels

It was suggested by the data management working group that study forms should reside
at the various examining stations rather than being pre-labeled and placed in an envelope.
The subjects envelope with contain all labels for study forms (but not specimen labels)
and the study Control Form. At each examining statio~ the study personnel will remove
a label from the subject’s envelope, label and complete the study form and return this
form the to subject’s envelope. The last paragraph of Section 5.1 of the MOP should be
changed to reflect this modification.

3. Preliminary Summary of Medical Findings and Recommendations Form

This form competed by the endocrinologist at the end of the study visit should indicate
whether the subject is being referred to the clinic (Aksakovchina) for a fine needle biopsy
or for some other reason. If this form indicates that the fine needle biopsy is to be
performed then an edit against the Hospitalization Form can be performed to insure that
the procedure was in fact completed and a diagnosis returned. Apparently there a number
of reasons in addition to the fine needle biopsy that the child could be referred to the
clinic.



4. Locator Form

As indicated by paragraph 2, Section 5.1, the Locator Form will be employed to_
information regarding the child’s home polyclinic. This inf@mation will be used to send
the above Preliminary Summary Form to the polyclinic. This form does not contain a
space requesting the home polyclinic name and address. It should be modified to eoileet
this information.

The locator form will have the current name and address information as verified by the
registrar. Except for the Summary of Medical Findings which will be sent to the
polyclinic, it seems unnecessary to repeat this information on other forms -it will only
get into the database born the locator form.

5. Hospitalization Form

This form should indicate that a biopsy was performed. Dr. Orloff stated that children
could be referred to the hospital for reasons other than a biopsy.

If the results Iiom the fme needle biopsy are ambiguous, a second biopsy will be
performed, but only one (the final) Hospitalization Foxm will be entered. Each week the
DCC will prepare an alphabetized list of subjects of all patients ref- to the clinic, so
that the clinic registrar will know who to expect for a study visit.

Michael Orloff suggested that the Hospitalization Form should include the signature of
the person making the diagnosis and it should also contain a space for the chief
endocrinologist sign off on the form.

When a referral to the clinic at Aksakovchina is made, the dispensary Regisux . Ill
prepare an envelope for the subject which includes a referral card (with official stwp). a
Hospitalization Form with subject ID applied, and two additional subject ID labels. If the
appointment at the clinic is within the next week the Registrar will give the envelope to
the fiuniiy to take to the clinic. If the appointment is fbrther away than a week the
Registrar will give the family the referral card and send the envelope to the clinic
Registrar.

6. Adverse Events Form

It was suggested that adverse events be spread across the appropriate study forms rather
than being a separate form. In other words the Blood Specimen Collection form would
have space for adverse events related to that procedure, similarly with the
ultrasonography, etc.
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7. Initial Abstract Form

Section 3.4 of the MOP states that this form will be employed to gather addresses
subsequent to 26 April 1986. However, the form does not provide space for the
collection of this information. MO in this Section (3.4) of the MOP (top of page 3-5) the
second to last paragraph of the section indicates that “Organizational responsibility for
this work will be assumed by the data coordinating Center.” Artur would like to have
that read” ...be assumed by the Epidemiology Group and the data coordinating center.”

The Initial Abstract Form should include a question to indicate the disposition of the
initial search, e.g., suggestions from the working group include:

“Address found and letter sent”
“Person locatet but has left the country”
“Person not foun~ after_ months”

8. Thyroid Examination Form

This same form is completed by both the endocrinologist and the ultrasonographm,
therefore, it should indicate which person filled out the form. This will permit differences
to be examined and completeness of data collection to be verified.

9. Laboratory Procedures (Forms and Labels for Specimens)

Forms for urine collection and blood draw will be kept at the collection site. Also, a set
of labels for the specimens will be with these forms. The lab tech will take the next
available row of foil-back specimen labels and put one on the collection form along side
the subject ID label. This procedure will establish the link between the subject’s ID and
the specimen ID. The remaining specimen ID labels will be attached first to the larger
urine collection tube, then to the aliquotted specimen tubes. The same procedure will be
followed for the blood draw. Namely, the phlebotomist will put the subject’s ID label on
the blood collection form and along side it will be placed the unique specimen ID label.
The remaining foil-back blood specimen labels will be placed on the aliquotted tubes.

10. Urine Collection

It is stated in Section 6.1 of the MOP that 80-100 urine specimens will be collected per
Raion. In order for the data management system to select the appropriate number and
timing for urine collection subjects a procedure must be defined. Since this selection is
based upon current Raion, not the Raion of initial exposure fkom the dosimetry database,
it is not clear exactly how to randomly select the subject for the urine specimens. It was
made clear to the working group that the Raions will vary widely in terms of the numbers
of subject that they contribute to the study. In fact some may contribute only 80 or 100
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subjects. It is possible to ‘tint load’ the selection of subjects for urine specimens which
will ease this problem but a scheme needs b be defined so that the data system can
indicate which subjects are to have urine specimens collected.

In the laboratory, the lab tech will scan one tube into the laboratory computer to establish
the work-load list. The soflware for printing these lists will be purchased by Dr. Mincey.

There seems to be some confhion as to what ‘date of processing’ means on the urine
collection form.

11. Blood Collection

The lab tech will scan the one tube that will be placed into long term refrigeration to
establish the work load list. The other two tubes will be used for immediate analysis.
The results of the analyses by work load list (for both urine and bloods) will be
transferred as a group via diskette to the dispensary computer system. The dispmmy
computer system will link subject IDs with the specimen IDs and will print all lab results
for the endocrinologist’s Final Summary of Medical Findings and Recommendations
Form.

,

12. Control Form

This form should permit a not applicable %/a’ response to the Urine Collection questio~ -
rather than just yes and no. The registrar should check the n/a box when the subject is not
selected for urine collection.

13. Final Summary of Medical Findings and Recommendations Form

Dr. Mincey suggests that section 3 be swapped with section 4. In other words the
medicine recommendations should come before the ‘Recommendations’ section’. Dr.
Mincey also questioned why the endocrinologist would be making the diagnosis of
‘Nonneoplastic vs. neoplastic’ nodes without the pathology report - shouldn’t this be
made after the path report is returned. Section 7 of the MOP states that this form is
completed before any biopsy or pathology results are available.

Section III of this form should indicate if a referral to Aksakovchina has already been
made or if a new refemi is needed.

A suggestion was made (after discussion by Michael Orloff, Artur Kuvshinnikov and
Everett Mincey) that maybe we could include more data on the Final Summary of
Medical Findings and Recommendations Form so that it would be more helpfid to the
polyclinic.

.-



L’

.

Minsk Trip Report
August 13-19@ 1995
Herman E. Mitchell, Ph.D., Foss Tighe, Alon Bodnya

Part 2. Programming Tasks Outline:

WS ~rt wss prepared in Minsk and left with Artur Kuvs hinnikov. It is expected that
it will form the basis for the Data Management Manual of Operations.)

During the period of August 14th to 18* 1995 meetings were held at the Belarus
Institute of Radiation Medicine, in the offices of the BELAM Data Coordinating Center
(MC) to review, discuss, and develop the data management system for the project.
Attending this meeting Iiom the Institute of Radiation Medicine were Mr. Arthur
Kuvshinnov and Miss Nadya Lesnikov~ tim the United States, Dr. Herman Mitchell,
Mr. Foss Tighe and Mr. Alon Bodnya. During the course of the week the authors of this
report had the advantage of input and consultation from Dr. Michael Orlov, and Dr.
Everett Mincey both of whom were present during the vast majority of the meetings.
Their expert assistance in providing background rationale for a number of complicated
laborato~ and protocol issues was much appreciated and immensely helpfhl.

As a result of this meeting several documents have been produce~ the purpose of this
particular document is to describe the major programming tasks of the BELAM Project,
Each task has a title, brief description and an indication of the fkequency that the program
is to be utilized during the study. Certainly, there are many ways to design a data
management system for a study of this size and complexity, and the authors of this’
document do not mean to imply that this list of tasks and programming modules is either
the only approach, nor is it necessarily exhaustive. There area number of details missing
born this list which were discussed during our meetings and were felt to be necessary, yet
minor components, which did not need to be detailed in this document.

For the most pa@ the programming tasks which are detaiied below are in the order that
they are needed for the implementation of the project.

1) Create Cohort Table:
Once at start of study ..

This 15,000 record table will be electronically created by copying selected records
born the Dosimetry data base. Records could be flagged for selection by the Dosimetry
Group based on the eligibility criteria. This table should capture the original data from the
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Dosimetry table, it should also include a study ID fiel’ and fields newssary to
accommodate the information within the Initial Cohort Form. Additional fields will also
be needed as flags. At least two randomization fields will be mated. These fields will be
filled with a random value between O-1 in .#### format when the record is originally
created. One will be used for Batching of EPI tracking and appointment scheduling, while
the second wiil be used for Urine test selection. A current clinic field will be initialized to
a code that represents the Dispensary.

At this same time a VISITS table should be created that contains one record for each
record in the Cohort table. This record should include an visit indicator field that should
be set to a value that means “baseline”. Additional fields will include appointment date,
time, confirmadon status, actual visit date and time, as well as various status fields for
each of the study forms due at the various visits. It will also include a Vkit Status field
which is initialized to O,as well as an appointment location field.

2) Assign EPI Initial Cohort Tracking Batch
AsNeeded by EPIgroup

This program wilI be used to breakdown the original 15,000 records into more
manageable batches for the EPI group to investigate. As tracking skills, techniques etc are
likely to change overtime it is best not start with a particular exposure group, or regiom
The DCC and EPI group will decide on a reasomble size batcb and this program will use
the EPI tracking Random number in the Cohort table to sort the table. This program will
then assign the next highest EPI Initial Cohort Tracking number to the number of subjects
requested to the Cohort records that have no batch number yet.

3) List Cohort by Raion
AsNeeded by EPI

This program will prompt for a Cohort Tracking Batch number, then produce
printouts, by RaioQ for each subject in the Batch. Listing will include ID, Name, Address
at time of Acciden6 and DOB. This list will be forwarded by EPI to the Raions for
obtaining address and other Initial Cohort Form data.

-.
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4) List Cohort by Last name with possible electronic matches
AsNeeded by EPI (Options 3 & 4 should generally be run together)

This program will prompt for a Cohort Tracking Batch number, then produce a
printout by Last name, showing the ID, name, address at time of acciden~ DOB. It will
also show any possible matches fhm the WHO, Dispensary or Minsk Phone Number
data base, any possible matches by Last name, first name, and DOB. If only the first
initial of the first name is available, all matching first initi~ will be included k the
possible match list. These possible matches will show whatever information in these data
bases that might be helpful to EPI in locating and confirming the correct iden@ and
address of this subject.

5) Data Entry of Initial Cohort Form
l%isprogram is used on an ongoing basis

This program will be used by the EPI group (or perhaps DCC) to enter Initial
Cohort forms into the system. Though ideally all fields will be completed on this fo~ it
will be possible to enter this form when only an address has become available, the subject
has die~ or moved out of the country. Depending on the source of the information the
EPI group maybe able to complete the entire form, or may find it easier to just enter a
current address and seek out the medical history and interim address information at a later
time. This program will require a complete address. Once the form is entered the program
will update some Cohort Table flags. If the address is entered and no death information is
entered, a Cohort Table status flag will be set f+om Oto 1, indicating that this subject can
now be scheduled.

Based on what data is entered during this step, flags in COHORT, I_COHORT_MED and
I_COHORT_ADDR should be setto indicate if the medical and address history portions
of the Initial Cohort forms have been entered. (Reminder reports will need to be
developed for EPI to ensure that this data is eventually collected and entered -no task is
included in this outline for this purpose).

6) Assign Appointment Scheduling Batch Number:
Once per monthfor a month at least 2 months away

The program will ask for a month starting date, examining clinic code, and the
number of subjects that can be scheduled per day. (Days may need to be broken down
into 2 hour time blocks for this program). This program will scan the Visit table for
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records that have a comesponding Cohort Status =1 (meaning the subject can be
scheduled), Cohort current examining center matching the selected exmining center.
These records will then be sorted by the EPI Appointment Random number in the Cohort

J

table.The program will also figure the highest Appointment Batch number currently on
file in the Cohort table, and display the next highest number as the batch number to
assign.

The program will then figure out how many screening days are available in the month
indicated by the start &te. (The system may need to reference a holiday table to ensure
that holi&ys are not counted as possible screening days). If the number of patients that
can be scheduled exceeds the number of schedulable cohort records a warning should be
displayed. (Maybe program should allow adjustment inpatients per day at this point).

The program should then proceed through the Cohort VISIT records as ordered by the
random number and assign appointments dates and times to each record. (Thnes should
be assigned in 2 hour blocks 8-10,10-12 and 12-2. The number assigned to each block
should be Visits/day divided by 3. Code will have to make sure rounding errors are
handled properly.) Replace the COHORT Appointment Batch number with a Batch
number calculated above. The Visit Appointment Status field should be set to 1
(indicating the record is in the scheduling phase).

Lastly anew record will be added to a BATCH table. This table will include the batch
number, date batch number was assigne~ screening site that it was assigned to, number
of visit records that were given appointments. These fields will be filled immediately.
Additional fiel& will incl~e date of Minis@ letter, date of scheduling letter, date of
non-response Ii% date of no show li~ and possibly counts of Baseline visits, confirmed
appointments and actual visits.

NOTE: Some additional modifications would be needed to make this program work for
the follow-up visits as well. The original scan would be for visit records pertaining to
baseliie visits or visits where the start date was less than or equal to the start of the visit

window. The visit window (as defined by two date fields in VISIT$), and the visit
scheduling status was O.Follow up visit records should be added to VXSITSafter each
visit occurs. (See task 21)

7) Print Labels for Minister of Health Letter
Once per month for batch that is at least 2 months away

This program will prompt for an appointment batch number @ossibly a pick list
from the BATCH table). Then the program will scan the Cohort table for records that
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match that Appointment Batch number. The program will then produce mailing labels or
print envelopes for all records that have not had a baseline visit (either a flag in COHORT
or a check into VISITS). This last rule will enable the same program to be used for
follow-up visits - assuming that we don’t want the ministry letter to go out prior to

* scheduling follow-ups. Lastly the program will fill in the Wer letter date field in the
BATCH table.

8) Appointment Letters .
Run one week afier step 7

This program will prompt for a Appointment Scheduling Batch number (picklist
from BATCH table). Then it will produce a custom letter to each of the Subjects where
the current Appointment Batch number in the COHORT table matches the selected
number. Custom letter might be done by creating a Word Mail Merge file or data base
application can create letter itselfl Letter will include name, address of subject. The text is
yet to be determined, but it will explain the enclosed post care, and instructions. The
letter will include three appointment dates. The subject will be encouraged to attend the
i5rst choice. This will be date and time stored in the VISITS table. A temporary table
should be created that includes all the examin e center dates during the target month
(again excluding any holidays). Then it should be sorted by date. For each subject their
primary appointment date should be located in this table. The first alternative &te should
be seven dates tier their primary date. If the end of the file is reach~ counting should
resume at the first date in the month. The second alternative &te should be seven dates
prior to the primary date. Again if the beginning of the table is reach~ counting should
resume at the end of the table. Lastly, the times of both aknative &tes should be fixed
as 8:00 AM. These dates do not have to be stored because they can be mechanically
figured based on the primary date. This wilI also ensure three evenly distributed &tes
within the month, and second and third alternatives will be evenly distributed on all days.

Lastly the program will fill in the Appointment Scheduling date field in the BATCH
table.

9) Appointment Return Post Cards:
Run at the same time as task 8

This option is almost identical to the step 8. However the product is a post card.
No update of the BATCH table is needed.
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10) Appointment Entry/Cohort Update
Ongoing as needed by EPIandDCC

This data entry routine should prompt for an ID (bar code scanning). Then the
screen should display the primary appointment date end time from VISITS table (once
past baseline, this program will have to scan VISITS for the record with the scheduling
status of 1 or 2. If an alternative appointment was indicated on the X or by call in to
EPI, that date should be entered over the default primary date and time. Lastly, the screen
should display a data entry screen for any Cohort information that might be received on
the Appointment post cd including spelling of name, address, and phone number. M.er
user confirmation the VISITS status flag will be set to 2 to indicate a confirmed
appointment.

It) Appointment Reminder Letters
Weekly ~ednesdhys) for appointments thefollowing week

This program will produce reminded letters for appointments coming up next
week. This program will prompt for a examining location and a date range (it should
default to the following Monday thru the following Fri&y). The program will scan
VISITS for the confirmed appointments in the desired date range and at the desired
emmining center. This program will either print letters directly or produce a mail merge
“file for use in Word for Windows.

12) Raion Appointment Reminder Lists:
Weekly like task 11

This program is similar to task 11, but it produces a list by Raion of subjects with
appointments. It wiil include ID, Name, address, phone and date and time of
appointment. It will be given to EPI, who will fonvard it to Raion by appropriate methd

13) Registration Log:
Once per week one weekprior to target week

The program will prompt for a date range, ~ort order and examinin g site. This
program will allow registration logs to be printed in several forms. The sort order will be
last name or by appointment. Both orders will include both confirmed and non-confirmed
appointments. In the name ordered option non-confiied appointments will be marked
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with an astrict in the appointment order, the non-confirmed should be at the end of the
day. The log should show the ID, name, address, date and time of appointmen~ and if
appropriate a flag to indicate that the urine should be collected on the subject.

Urine collection status is determined by checking the R410N table for the subjects
Raion. If the value stored in Urine Percent field is < or equal to the subjects Urine
Randomization field in the Cohort table and this is the baseline Visik the VISITS urine
status form is set to a code that indicates the form is expect~ and the flag is printed on
the registration form.

14) Subject ID labels:
Once per week one weekprior to target week

This program prompts for a &te range, and examining site. This program will
print bar coded labels for subjects who have cordinned or non-confirmed appointments in
the desired range and the COHORT current examining site equals the selected examining
site.

A fixed number of bar code labels will be printed for each ID. To allow all forms, Control
form, envelope, and possible refti forms (4) to have a label. The label will include the
ID, name, and visit indicator (#) as well as a bar code of the subject ID.

15) Specimen Labels:
Additional labe!sprinted as needed.

This program will print generic specimen labels. The highest specimen label
number should be stored in a &ta base so each time this program is w it knows to start
at the next highest number. B~ coded specimen labels will be printed on foil back labels
The Label will be in a YYXXXXX form~ where YY is the last two digits of the year,
and XXXXX is a sequential number. The program should prompt for a number of IDs
desired.

For each id, one row of 6 identical labels will be printed. Afler each row the sequential
number XXXXX should be stored back to a data base, so if printing ftils, restarting the
program will begin with the next number. -
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Because of the year portion of the label fern@ the counter stored in the databse will
have to be reset on the first of each year prior to printing any specimen labels. These
labels will be given to the specimen collectors at the examining sites to use as needed. ~

16) Clinical Unit Referral Lists:
Run WeekZy

This program will produce an alphabetical li~ by last name, of all subjects that
have been referred for follow up at the clinical unit, The program will scan for
Preliminary Results and Final results forms where a ref- was indicated and no
hospitakation form is on file yet. This list will include ID, name, date of screening ~
address and phone if available. It will be sent to the clinical unit

If at a later date, additional hospitals are certified as providing study reftis, the
Findings forms will have to be altered accordingly, and this program will have to prompt
for a specific Clinic Unit or Hospital.

17) Non-Response List:
Run A40nthiy- Mid monthfor batch corresponding to appointments during the
previous month.

This list will provide a list of all subjects who were sent an appointment letter, but ~

never responded. The program will prompt for a Appointment Scheduling Btih number
(horn a pick list based on BATCH table). The program will scan cohort table for
matching Appointment Scheduling batch number, and if any VISITS record has a VISIT
status flag of 1, then it should be included in the report. The report should include ID,
name, address, phone, visit for which subject was non-responsive, and batch indicator. It
should be optionally sorted by Last Name or Raion.

Once complete the program should prompt user for codirmation that the print run
worked OK. If so, the program should set all the VISIT statuses to 11 (indicating non-
response), and the BATCH table Non-Response List date should be set to the cument
date.

List is delivered to EPI for Follow up. .
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18) No Show Report
Run Monthly - Mid monthfor batch corresponding to appointments during the
previous month

This report will prompt for a Appointment Scheduling batch number (picklist
from BATCH table). It will scan VISITS for records with the Visit Status field equal to 2,
and a corresponding COHORT appointment scheduling batch number matching the
desired number. This list will be sorted by last name or Raion. It will include ID, name,
address, phone if available, appointment date missed.

Once complete the program should prompt the user for confirmation that the print run
worked OK. If so the program should set all the VISIT statuses to 12 (indicating No
show). and the BATCH table No Show List date should be set to the current &te.

The list is then delivered to EPI for investigation.

19) EPI Follow-up Data Entry:
Used by EPI and DCC as needed

This program will prompt for an ID number. Then is will display the current
status of the subject (checking both COHORT status and VISITS. visit status fields. ) The
operator will have the option of entering a new address for the subjeet and/or changing
the status. The options include: Setting subject back to schedulable. COHORT Status=l,
and most current visit record status to O. Orindicating subject moved out of country (set
COHORT STATUS to 13 and visit status to 13. Or indicating the subject has refhse~ set
COHORT status to 14 and VISIT status to 14, Or indicating subject has died, set
COHORT and VISIT Shtlls to 15.

Lastly, no matter what the change the system should prompt for a comment that gets
stored in a comment table associated with the ID.

If a subject is set to schedulable, the COHORT Cycles field should be incremented by 1.
To indicate that one scheduling cycle has been completed without success but another
will soon be attempted. The cycles field should be displayed on the DE screen described
above as information only.
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20) Data Entry of Control Form:
Assoon as possible @er screening

This form wiil be like other data entry routines, however it will play an important
role. Control forms should be entered as quickly as possible after a visit. Entry of a
control form will be used to determine if a subjeet is no-show. Once a control form is
ente~ it will update the VISIT table status field to 3 (visit conducted). Entry of this .
form should also fill in the actual visit date and in time in the VISITS table.

21) Data Entry of Summary& Final Results:
Assoon as possible ajler form completion

These forms will be like other data entry routines, however it will be play several
important roles. Entry of this form will have a couple special fiuwtions. If this form
indicates that there was a referral to the Clinical UniL the VISIT status flag for the
Hospitalization forms will be set to a status indicating that the form is expected. Entry of
this form will also mean that the subject will appear in the weekly Clinical Unit lists
(Task ##16). Lastly the Final form has a very important task it should create the next
record in the VISITS table for this subjee~ If the recommendation was for a six month
Follow up, anew record should be added to visits with the next highest number, and
having a window that is 6 months form the cument visit (plus or minus one month).
Otherwise anew record should be added with a window 12 months flom the current visit
date (plus or minus one month).

L

22) Merge Central Lab Data:
Done weekiy or as new data becomes avaiiablej?om central lab

This program will read a diskette horn the central lab into the Exarninin g center
computer. The specimen IDs will be cross referenced with blood and urine co i!ection
forms to figure the subject ID for each test resuk Records will be added to the ~aboratory
results tables. Results will not be accepted for visits that do not have a VXSIT status of 3.
(Controlled by data entry of Control form).

23) Print Central Lab Results for Endocrinology
Run ajler task 22.

Review

This program will scan the central lab data for new complete records. If all lab
results are in (or have missing values), VISIT urine collection form status will be checked
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to determine ifthc urine results are expected for this subject. Then output should be
produced. It will include a list of all IDS, names, with all lab values for review by the
Endocrinologist.

Output is given to Endocrinologist for review and production of Fd Summary of
Medical Findings and Recommendations form.

24) Print Central Lab Results for Individual File
Run ajier tark 22.

This programwill scan the central lab data for new complete records. If all lab
results are in (or have missing values), VISIT urine collection form status will be checked
to determine if the urine results are expected for this subject. Then output should be
produced. It will include ID, name, and all lab values for a particular study patient,

Output is placed in individual patient file and possibly sent to the Polyclinic along with
final results summary.

25) Final Results Summary Referrals:
Run Monthly.

This program will scan the final results summary forms for subjects that had
referrals to the clinical unit on the Final repo~ but did not have a referral on the
Preliminary report.

This list will be brought to the attention of EPI and Clinical stalTto ensure that
appointments are made for the necessary Follow up.

26) Data Ent~ of Other Forms:
Assoon a possible ajier form completed

All study forms till need data entry routi~s. Some will require special update
steps. For instance the Hospital Form data entry will check the question on fine needle
biopsy, if this is Yes, then it will change the status flag in Visits to the Fine Needle
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biopsy and Anatomical Pathology form status flag in Visits to a status that indicates that
the form is now expected.

L

In addition ail &ta entry routines should update a status field in VISITS to indicate that
the particular form has been entered (It might be nice to distinguish between entered with
pending edits, and entered and all data complete.)

27) Reporte:
Asneeded

There are wide range of reports that might be useiid in this system:

Viits Conducted in a given time period
Viits Conducted in relation to their Visit Windows
Visits with no-show or non-response status (by Raion?)
Subjects Dead, Refbsed
Total Urine Results by Raion
Forms by status (Expec@ complete, Missing) by visi~ time tie, etc.
Batch summaries showing no show rates, non-response rates
Cohort Records Schedulable

--

Sample Table Structures

The outline below does not represent the complete number of tables, or fields within
tables. Its main goal is to provide some description of the fields that would be needed to
operationalize the pro gramming tasks listed above. Table names aud fields names listed
here are just suggestions and should be altered to make them meaningful to the Belam

pm-g ~d ~~ m~em~t t-.

COHORT Table:

One record for each of the 15,000 subject selected hm the Dosimetry data base. Created
all at one time. .-

ID Character 7
FNAME Subject First Name
LNANE Subject Last Name
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MNAME
ADDRESS
CURR_ADDRESS

RAION
STATUS Numeric

UNNE_RAND N

EPI_APPT_RAND N

BL_COMP N

I_COHORT_MED N

I_COHORT_ADD N

2

3

3

1

1

1

Middle Name
(Fields to hold address at time of accident)
(Fields to hold current address) -
* Updated by Initial cohort fo~ locator forms
and Tasks 10& 19)
Raion at time of accident
Status Flag
O=Pending EPI Search/Entry of Init. Cohort Form
l=Address found ready for scheduling
13=Moved out of country
14=Refused
14=Died
Random number O-1 initialized at time of creation
of cohort record. Used for picking whether to do a
Urine Test
Random number O-1 initialized at time of creation
of cohort record.Used for batching names to EPI for
Initial cohort form, and for creating Batches of
subjects for scheduling.
Flag indicating if the subject has attended the
the baseline visit.
Flag indicating if the Initial Cohort medical
data has been competed
Flag indicating if the Address history tiormation
portion of the Initial Cohort FomIs has been
Completed.

Other fields to accommodate initial Coho~ form date (except address history and death)

VISITS Table

One record for each Subject Visit (adding only one visit at a time). Baseline Visit is
created when COHORT table created. After entry of Final Results fo~ follow-up visit
record is added to table with appropriate visit window.

ID
VISIT N2 O=Baseline, 1 = 1st Followup, 2 = 2nd Followup etc
START_WIN Date Start of study visit window (Blank or baseline)
END_wrN Date End of study visit window (blank for baseline)
VISIT_DATE Date Date of actual study visit
VISIT_TIME C7 Tne of actual study visit

APPT_DATE D Primary/Actual Appointment date
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APPT_TIME
STATUS

LOC_STAT

lNT_STAT

UIU_STAT

BLD_STAT

CNT_STAT

c
N

c

c

c

c

7
2

1

1

1

1

Tne of Primary/Actual Appointment time
O= Not in scheduling phase yet
1 = Batch in Scheduling Phase (letters being sent) J

2 = Appointment Confirmed
3 = Visit Occumd
11= Non-Response
12= No ShOW

13= Moved to another country
14= Refbsed
15= Died .
Status of locator form
? = Expected not entered yet
P = Entere~ edits still pending
C = Complete all edits resolved
M = Missing
N=NA
Status of Interview form
? = Expected not entered yet
P = Entere~ edits still pending
C = Complete all edits resolved
M = Missing
N=NA
Status of Urine Collection form
? = Expected not entered yet
P = Ente~ edits still pending
C = Complete all edits resolved
M = Missing
N=NA
Status of blood collection form
? = Expected not entered yet
P= En- edits still pending
C = Complete all edits resolved
M = Missing
N=NA
Status of central lab data

etc for each form possible due at a visit. Initial values for these fields should be set when
the data entry pe~on first enters any visit data (usually the fust form is the control form).
At this time the status of each form should be set to? (expected) or N (NA). Some fields
will have their status changed form NA to ? based on the data entry of other forms.
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BATCH Table

One record for each Appointment Scheduling Batch.

BATCH
ExAM_sITE
BATCH_DATE
BATCH_COUNT
MIN_DATE
APPT_DATE
NONR_DATE
NOS_DATE
BASE_COUNT
coNP_couNT
VISIT_COUNT

RAION Table:

RAION
URI_PERCENT

N
N
Date
N3
Date
Date
Date
Date
N3
N3
N3

??

N3

Batch Number
Code for examination site
Date Batch Number assigned
Number of subjects in Batch
Date labels generated for Health Minister Letter
Date Appointment Letters generated
Date Non-respondent list generated
Date No -show list generated
Number of baseline Vkits in Batch
Number of subject confirming a baseline visit date
Number of subjects attending visit

Raion ID Code
Percent of subjects form this Raion that need to be

selected in order to get 100 subjects from that Raion once !4 the subjects have had the
baseline visit.. This is calculated at study ~ adjusted periodically. A proposed method
would be to use the initial 15,000 records and count how many where located in eaeh
Raion at the time of the accident. If a Raion had 1000 subjeets at the time of the aeeident
then the percentage would be 100/(1000/2)= .20. that would result in 20% of the subjects
form that Raion being seleeted for urine collection. The totals tested would have to be
carefidly monitored such that when it reached 100, the percentage would then be set to O
so that no additional subjects would be selected from that Raion. Manual adjustments to
this fields field might be necessary to Raions where there has been substantial emigration
since the acziden~ to ensure that the desired number is reaehed. Creation of this table
should probably be done as part of task 1.

HOLIDAY Table:

One record for each holiday each year where the Fxarnimtion Site is closed.

HOLIDAY Date Date of a examining centers holidays
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Minsk Trip Report,’
August 13-19,1995

Herman E. Mitchell, P~D., Foss Tighe, Alon Bodnya

Q Part 3: Russian Overview of Data Management System
Non Bodnya

. .

Recommendations

Pe3y..mlmd n mmo~ mmrra pa60qeii rpynrm nporpaMMKmMdaEamrmKoB

cIIIAno rIpoBlcI’yEIUIAM.

1. Cornacoaaw cocTa H pacmnoxwme KOMTIbIOTCpHOm060pyAoaiamm

kM~HbI BOIXpOCbIO KOHf$l~2UJHH x03HM~HWXKOr0 KOMIIMOTCpaIi

IIPOKJIBJ4KCJIHHHHCBB3HM- ~CIIWCq30M H m. ~pHXBTO PCIIICH’HCO BBQAC

~ C *PM 3BIIWLHCHHMXB mmimce B LIJm. %IHwMHonolmecKas rpyrRxa

~HHB 3a BBOl!JIBHHbIXC *pMbl ~CXOJIHOtiHH@OpMiiIIHH. UCHTpBJIbHBB

JI$160p~HSl IICpCCbUIitCT ABHHbIC(Ha JIHCKCTiiX)B MHCnBHCCpHbIiiKOMIIblOTCplUXfi

IIOUICJIyOX@iIICPCCIWIKH B ~.

2. ~~OXCHO BHCCTHH3MCHCHHB B IIPO’TOKOJIHCCJIqOB_ (@W1’BCHHbIe B 171BBbI

3 H 4), KUIIIHCCB Bb160pa 15000 nOTeHUH~HbIX KBEUIHAaTOB06CJICUOB_

(BMCCTe C A03HMCTpH’WCKOiiPOii), MCTOxa paCCbIJIKHIIHCCM H KBpTOqKH

rf=P-* Oqeam- cpyHKuHH%’HJIeMHonomecKoti rpynnbl no

06Hapyxexmo -a npoxcmtamm nmefi. ~pmumo pemexixe o hwrcute c60pa
IIBCIIOpOfi HIN$OPMBUHH xxauHeHTi&ce perwnptHH H ywra B ACY (PCIRCHO WO

b HCII~O- HCCKOJIbKO~t13 j@IHbIX ~epBEmHOti ~~M~, TBKHCK=

En bpmnim 15AWHO. HI micmuicepz IW MBJl m.). Tam onpcwew

mawme n IxyrH uHpKymnIHH Oopbw ElcxoAHoii HH@OpMitIIHH MCIKJIY

%WleM’HOJIOmWKOi ~yIIXIOii H u, CO131aCOBBHMXaTbI BH3HTaH BbICbUIKH

3.

npmmmemm Ha 06cJxeAoBaHHe.~ TaEKe HCC= oTBacTBeHocT% IIo ne~aTaHmo

Ol=WTOBo HeHa@IeHHbIx natuiexrrax, naukfex-rrax He IIPHCJIUUIXHXKqYrowcy

~IWCTpBUJiH B ~, Y’MCPRIHX~ U1’K~aRIHXCS ~ ~ B HCCJIWOIMHHH

UBUHCHR3B.01’60p XIaIIHCHTOBluxs BH3Wa HB m~UIHii MCCSII 6yxeT IIPOHCX-
B IIBKeTHOM -C.

Pa3pa6ma.m aJlmpHTMbI no cnyIaiiEIoMy Bb160py 3-x Bo3MolKHbxxXBTB~~a
mu.viexrra Bmicnmicep H wwa~emim am.mna MOW ~Koii rpynne 06cneayebmm.
IIpOJRJUMxemih Perwrpamio~oro Xypmma H 3-x conpmomuuummm em
HeToE. PemeHo npsmne~ paiiowe rxcmmmmmm B IIOHCK_ nue~OB H

HanoMKHaH.Hsi14Mo nxie m3Haqemxor0 mnwra (~ OmwrcTaeHeH3a rxe~afi 2-x
COOTB~y1014HX0’P-X~OB).

%mCCTKH(Labels) 6yJ.Iyrne~aTaTbcx B UIQJ. mewr@mcamiomiW3 HoMep (~
6yxeT Ha3Ha~eH npH BM60pe HcxoxHoii rpyrmbx nmemoB (15000) H BKJnoqeHB

peI’HCTpWJHOH’HyOKi3pTOWCyH @OpMy kiCXO~Ofi HH@OpM~. Oma 3THKCTIGI

mute 6yAeTne~a’TaTbcsB Per&icTpawomoM ~ypxiane. ~am%r

~-3THKCTOK (20 UITyK m rfiumema) BbIcbrnaeTcx B micwicep 3a H=CJUO JZO

Ha3Ha~eHHoru (KIIH IIpeJInQnoraeMom) JwI Emma. -



4.

5.

w TaKXW Ixewraer JIa60p&I’OpHbICmHKeTKH (no 6 omnraKoBbrx) mm Crmn@
3a60pa ~OBK H MO=.

C~eC1’BeHHO p3CUIHpCHM06S3BHHOCI’XM~CCC1’pbXpC1’’HC’CpBTyp3IX110n~BKC

rrawra @opM, wwrrH@nuiQHH naUHeHT* H rro~~e HBUPIWWCEIHX B ~

xro Heo6xouHMocrH. OH(a) TaKxe 3arronxaer Locator @opbiy H AeJracT Cn’Mazy o

He06XOXHMOCTH awuma MOW B KOHTpOJEtHOii (Control) @OpMC. OXHBKO

npexaapmemme cornacue cy6beK’ra Ha uccntxtoaamre 6yAcTABBBI%CBrrpH Onpoce

(HHTepBbtO).

●

●

●

npoBomm rfanbnapHoe o&nmoaawe

cpaammae-r pe3ynmaTbx2-x nanbrxamiii H YWi

3BIIWI’HSCT2 @OpMbI ~~apHT=bHOrO M QtHIIHHCKOrO3awo~emra @I.a

naqmrra H HCCJImOBBHH!I)

6. ~pQIJHipHTeJIbHOe M~CKOe 3BKJIKFWHHCXBJUCTCXOCHOBHMMJtOKyMCHTOMSIB

OCHOBWHH K(XOP(XCJ ptXTiC’rp~OHHasi M~CtXTp2i ~CJIaeC BblBOflO He06X_OCTH

mcmframmum Ix34HeHTa.MqcececTpa BbrnHcbmaeT HarxpaaneHHe B luunnq H

rxoMewam ero IIEi-Haxnetioii a Tiurxte cneUanbHofi rxeqa-rbm. IIawretrr

m@opMHpyeTcsi o me rOCnHTaIIH3aUHH( W He cncnexumatw 4amIym

HH@opMauHm) H rxoJtyIaeTHanpawxeHHe Ha pyKH. Mmcecrpa Taute roToBlrr

Onwrbwii mixer (Ha KoTopbIii HiuureeHa wxmwrxa-klli rfaf.urewra) mx KmrmrxH B

KOTO@i BXOXHT rOCIIHTiUIH33.UHOHHi3.!4@OpMil (C HBKJIeeHHOfi3T’HKeTKOik~,

HC331’IOJIHeHHbfe@OpMbI 6MorIcmi H IIaTOJIOK’HH,2 3THK_. ~BKeT BIJXae’TcX
n3uHeHTyHa PYKH TOJlbKOB CJIyWleHeMtWIeHHOfi (B re~eti~ 0-3 ~efi)
rOCRHT3JIki3Wki. ~HWle ~ma BbICbSJIaeTCSiC HilpO~HbIMB KJIHHHICY.



,

7.

8.

9.

m OTBCTCBCHCH3a IIem eXeHeJ&nbHON) (YTWI’B O JIRUBX H~BEUIMiHbIX B

KnH3niq. OrqeT He BKnwiam IIaUHeHTOByxe rrpomcuunix rocrnrranmawno. kcT

~CWIWCS B ~.

KnmmKa orrpegemm Heo6xozHMocrb 6HOKICHHH nammonicuxm ~OB mm

@iKCHp~CB B rOCIEmUIH3BUHOHHOfi @OpMe. ~OUIC BbUIMCKH IIB41i~ @OpU

CY1’CbUfmOTCXB ~ XJISBBOm B 9BM.

10. 06patia wnwx B uempanbHoii na60paTopm.

I@6qxH c BHanmw rxonpmcx na60paTopHeii H pemcrpqywrcx. Tramnnittal

(Shipment) Log @opMa MOXeT 6- sicncmnomui JUU cnwrexmalnm tr~

OTnpamxeHHbIx npo6qoK. B Teqewni HeJWH na60pa’ropHs nenaa BHWIR3 Kpomf E

B TCqeHHH MeCB~a - MOqH. pe3jumTBTM UlBJIH30BB~ B KOMIIbitY1’tp

~e~=Hoii na60p~pHH (HCIIOJtb3ySCrIyIJ.IIpO~BMMIiOC 06CCII&ICllHe). PB3 B

HmCJIIOJWIHbIe nOCbUIBfUT~ (RO ~CKCTBM) B ~CUB,HCCp M ~ CBS3~ C

P=PT~~ ~~oB WCP= @OpMbI 3i60pil MOW H KPOBH. ~CWiCCpHZiB

CTaHIWI neqaTaen 2 orwra

A) XypHarx o maeptuemm aHaITH30B(HH, HIWIH pe3ynbTa’rbxBCEX aHamnoB).
01’qer urcbmaercx 31U10KpHH0nOly. .

11. *oKpHHonor 3anoJnuler r$opMyoKOH’qaTCJIbHOK) MCIIHUHHCKOm

hUUOWHHfi. @OpMil BBO~CJl B ~cnmcepmfi KOMI’UOTCP. KOrIHSI~CWla~~ B
IIommmmmcy. --
UKJl umff urxpbrrxy nwewry ecmi rocrmTmH3aum Heo6xomhfa. ~cmuicep

rIpHroTaafxHBaeTrfaKeT(CM.rXyHKT6). Ha OCHOBiUllWOKO~aT~HO~
MemuumcKoro 3amnoqemw ~ orIpeAeJMeTnepHon rmcnenymmexw
06cneJloBamw.

12. pt?KOMt?~~Cjl BBeC7H ii3MeHeHWiB pm I$OPM JLfIJiBH~eHHX

mn.uemmoxemioro ruuwa (Locator OopMa - aupec non ~H, Ko_Hm



.

@Opiii - BOUPOC o HC06XWWTII ~ M@IH, hmimmau~om?an @opkfa -
Boqoc O 6HOKXCSmR@

d

13. cllHcoK 3a4a~ H Hx clxem~~ a Taue npcnnoxcmm no crpymypc 6a3
~ (Ha ~CKOM S31YXKC)~.

--
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Part 4. Addendum to Minsk Trip Report August 13-19th, 1995

Herman E. Mitchell, Ph.D.
New England Research Institute

On Wednesday, August 16* Dr. Stozharov held a meeting for all the main Belarus players in
the BELAM project (Incidently, BELAM is the title of the project that Artur Kuvshinnikov
used for our Chernobyl - Thyroid Cancer project in Belarus, I assume this is was agreed upon?)
This meeting was held at 12 noon and lasted approximately two hours. Artur provided a detailed
report of that meeting to Everett Mincey and I. I gathered that the meeting was held in order to
communicate Stozharov’s position with regard to our project. My notes fimm Artur’s recounting
are as follow,

All the project leaders were presen~ Dr. Voronet@ was asked to present the status of his work
on the project first. He stated he has been working with the Mnistry of Internal AHairs to get a
list of all people who were relocated immediately after the accident. This list will provide a
database of the first address to which people were 1- but does not include information
about subsequent moves. He stated that the list will cost money. He also stated that the Institute
of Sociology has received the interview forms and they will provide assistance and fdback
regarding this form by the end of September.

Dr. Minenko hm dosimetry spoke next He stated that the 5,800 reconstructed doses of the
w’ Brest datalme are finished. The Moscow dosimetry group performed the same reconstmctiom

~e local (Minsk) grotlp had higher doses than the Moscow dosimetrists. - Minsk group

employed au ecological model while the Moscow group took another approach These
discrepancies are to be discussed during a September meeting of the Americm Mwk and
Moscow dosirnetry groups. &tur and Minenko then discussed the Oak Ridge compatible
machine that Arthur and I had discussed with Computerland the day before. Further discussions
of this configuration are to take place the week following this meeting. ~ Note: - Computerland
appears to be able to provide everything they need for that system.]

Artur Kuvshinnikov reported to the group next, He stated that the leased telephone connection
(called an ‘X.25 line’) between the Data Coordinating Center (DCC) at the Institute of Radiation
Medicine and the Dispensary will be delayed until needed. ~d note:- This was an agreement that
Artur and I came to afier exploring the complications of the $5,000+ installation charge, and the
$80-$90 monthly rental fee, which has not been worked out. Right now there is no one at the
dispensary to use this line, and it should not be installed until it is needed. The line is not critical
to the startup of the project and could be delayed until the data volume picks up.] Artur also told
the group that the he has a workstation in the DCC that is ready for the Minsk Dosimetry group
and can be installed in their offices as soon as they are ready for it. Ed note: - this is a standard
PC workstation which is already in Minsk and in addition to the larger system currently being
cotilgured for dosimetry Monte Carlo simulation mentioned above.] Artur also stated that the

L
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LAN (local area network) is up and running at the DCC.

Dr. Rzheutsky spoke next regarding the state of the Dispensary activities. He reported that the
study office at the Dkpensary is ready. The refrigerators are installed. Ye~ they have no money
to hire people to begin the project. No money for the study registrar, new physicians, clerical
persomel, etc. Without money to invite people to join the project at the Dispensary nothing can
begin.

Artur then stated that Dr. Danileva will be the chief of the clinical component of the project. She
was given the Manual of Operations and drafts of the forms.

Dr. Stozharov spoke next. He stated that money was a very diflicult issue. The Institute has no
money for the project and he has no idea how people can be supported to work on this project .
this next year. Some people who are currently working on the project are getting money tlom
other sources (such as Artur and his programmer, Nadya). Next year they will not be abIe to do
this. The Institute must have money for this specific project. He stated that he has money for
Artur and Nadya on another project next year and that they will have to be moved to that project
if money is not forthcoming. He stated that the project will be stopped at the end of this year
unless money is found to support the study persomei. Dr. Stozharov then produced a timeline
for the BELAM project based upon Dr. Beebe’s work two months ago.

Dr. Stozharov stated that he wanted all forms ready and translated into Russian by September
lsL 1995. (Just two weeks from the date of this meeting.) Artur pointed out that no one has
been assigned to do the Russian translation of these forms. Stozharov said that the person who -
worked ou or is responsible for, each specific form should be responsible for translating that
form. Dr. Stozharov wants a pilot run-through of the study to begin in September. He wants all
the data collection forms employed in the pilot and a complete run-through of the patient process
(blood draws, uhrasonography, urine collection, lab work etc.). Artur pointed out that a number
of study components necessary for a thorough pilot are still in process. These components
include selection of the cohofi patient lists, labels for forms, specimens, etc. %.. - @ntcd
out that study personnel have not undergone certification processes and that real patients should
not be employed for this pilot. Stozharov restated that the forms have to be completed and the
pilot conducted in September.

This was end of Artur’s description of the meeting

(Ed note: - It was my impression that Dr. Stozharov wanted to create a flurry of activity in the
project so that when he put the brakes on at the end of this year people would notice that it had
stopped. At the very slow pace that some components of the project have been moving, it is not
clear that anyone would notice if the project was brought to a halt.]


